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PRODUCTS REPORTING

A MEDICAL

2. Ageattime
of event:

48 vr

JATORY

. RES. INST.

use by user-facilities,
and manufacturers for

reporting

USA

NltCitiongs.

1. Name (give labeled sirength & misabeiey, if known)
s TYLOX (capsule) {OXYCODONE/ACETAMINOPHEN)

Apprered by FUA va SIS

My repert #
PRIUSA1999006580

UF/Dist repoet #

” TYLENOL W/CODEINE NO.

Y ?2/222/?2 | 3Ltahl EN/CODEINE)
S Avdvarse ovent or product problem BN | - U requency & route used 3. Therapy dates (il unknown. give duration)
DR ' Oral from/te (ar best ssilmate)
| m Adverse event and/or D Product problem (e.g., defectmaifunciions) N 22/222/22
2. Owtcomes sttributed to adverse event o T 2 oral
(eheck a1 tat appiz) L autuiy 4. Diagnasis for use  (indication) e s?z: t abated
. . use ication, . Even 8t s
] sean 227222403 [ congenitat anomaly # OWN stopped o dese reduced
D i i idd Drequiml intervention lo prevent
: ife-threstening impai f no &
R~ [ O— D;Tm esmentiamss T UNRNOWN L= L= felfoem
- or prolong! : - 7 [lyes [0 o [Jdoea
3. Date of ' 4. Data of :'ll“’" (i known) ;I Exp. data  (if known) apply
event ?22/222/727 miseeot  11/15/99 8. Event reappesred after
(maayiye) (matdnpiyr) - " reintroduction
3. Describe event or problem - []] Dyes Dno Bdoem‘l
Report published in 1993 Annual Report of 9. NDC# - for product problems only (if knowa) w O O 0 P
no 't
oy

the American Association of Poison Control
Centers National Data Collection System
(case 204). A 48-year-old patlent (sex
unspec1f1ed) died following ingestion of
acetaminophen with oxycodone, and
acetaminophen with codeine. Intent of

was acute/chronic.

ingestion is unknown. Exposure to medication

Additional Information received 11-Nov-99: A

i 4

10. Concomitant medical products

iy
and therapy dates (Jcl 8 event)
No Concomitant Products Reporve®”

MUY 211999

pregnancy, nnohngandnmholusc hepauchmaldysﬁmum.ac)
unknown

Num.nddm&phon
Dr. Toby Litovitz
National Capital Poison Center.
Georgetown University Hospital
3800 Reservoir Road NW

»

48 eardold whigelmalf w%s found in his hgme
with a decrease evel of consciousness. He : :
~was taken by ambulance to the emergency ! Contactoffice - name/address (& miring sit (or dovices) 2. Phoae number
“yartment where he was_ lavaged and given R.W. JOHNSON PHARM. RES. INST. B08-704-4504
wivated charcoal. Pills found in his home USA
Jtluded: acetaminophen with oxycodone, DIV. OF ORTHO PHARMACEUTICAL 3. Report source
acetaminophen with codeine #3, fluoxetine CORP. {check all thal pply)
hydrochloride, methocarbamol and 920 U.S. Route 202 [ forcign
secobarbital sodium. Due to the history of P.0O. Box 300
repeated acetaminophen ingestion Raritan NJ 08869 O sy
(Acetaminophen 4 mcg/mL), he was started on usa - Bl titerature
N-acetylcysteine 70 m?/kg'every four hours ( Informing Unit )}
following an initial loading dose of 140 O consumer
mg/kg. By the following day arterial blood B heatn
gases were: pH, 7.45; pC02, 38 mmHg; p0O2, 57 4. Date received by manufacturer s, prolcssional
mmHg; and 02 saturation, 91%. He was ) {aANDA® 8§8-700
(Cant ) 11/11/99 D user [acility
6. Relevast testylaboratory dats,  including dates IND# D compony
Chest x-ray was consistent with ARDS 8. IFIND, protecol # PLAS fepresciative
Lab data cont. st
( ) pre.1938 D yes D distributor
7. Type of report D Other:
(check all that apply) orc 0 res
D S-day E 12y 8. Adverse event termy(s)
[ way [J periodic 1) ADULT RESPIRATORY
STRESS SYNDROME
O v E follow-sp# 1. | 2) RESPIRATORY DEPRESSION
{(Cont ) 3) HEPATIC ENZYMES
7. Other relevant histery, includi dicsl cond iti (c.g.. allergies, race, 9. Mfr. report number INCREASED
PRIUSA1999006580 g

) HALLUCINATION
) CONFUSION

Washington, DC 20007
Usa e
NOY 48 559
y Submission of a report does not constitute an 2. Health professional? 3. Occupation 4. mL :::I:,H nl)b‘o
e dmission that medical p 4, user facility, Physician
distributor, manufacturer or product caused or E yes D oo 4 o D yes D oo m unk |

3500A Facsimile contributed to the event.
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|. Name (give labcled srength & mir/labeler, if known)

atient identifler 2. Ageat time 3. Sex 4, Weight
of event: female . PROZAC (FLUOXETINE HYDROCHLORIDE)
or - Ibs
or
Date D male #4 SECONAL (SECOBARB ITAL) !
o kgs
2. Dose, frequency & route used 3. Theropy dates (i unknown, give duration)
8 oral {rumte (s bast cotimmnts)
t. [] Adverseevem andlor 7] Productproblem (e.g., defects/malfunctions) B 23/222/77
2. Outcomes attributed to adverse event % oral
(check al that spply) [} gisabitiny — M 22/222/22
[ dearn [ J congenital anoraty :3 Dﬁm roor W'i': (indication) s. ’Evem -l:t:: ’.";!r«!md
. (Sadayyr) required intervention to prevent ppeclar Guse
D life-threatening permanent impairment/damage - oW & [ Jyes D L Dm‘
I ion - initial or prolonged [Tother: UNKI
- 6. Lot # (f known) 7. Expe (if known) “ Dm 0w 0 §
3. Date of . Date of ,'3"‘“ ! » Exp. dace (i ——apply
L event this regprt 8. Evem rupp-nd after
! (seeideytye) (e pyr e
L ¥
5. Describe event or problem ” Dm Dno Ddocm‘l
9. NDC4#-  for product problems only (if known) —ﬁ_u_“fm_.
e Byr no docsn'y
3 2T oy id
10. Concomitant medical products und therapy daies (exclude l;'eauv;ﬁ of :vJeno
!
NOV 21 1999
I L | - T
WTCEEVENT REPDy HINGSYSTEY
1. Contact offics - name/address (& mfring site for devices)
- :7\\‘
L"_‘;J 3. Repert source
L (chock all that apply)
D forcign
O axy
D titerature
O consamer
: O tbeatn
4. Date received by manufacturer 5. professional
(merdaytyr) (AXNDA # D ‘
) user facility
6. Relevant tests/laboratory data, including dates IND# D company
6. I£IND, protocol # PLAS fepresentative
disuit
pre-1938 D yes D o
7. Type of report D other:
{check all that apply) orc O v
[ 4y [J 150y '
8. Adverse event term(s)
D 10°-day D periodic
D Initial D foliow-up#
7. Other relevant bistery, inclodh dical condith (e.g., allergies, race, 9. Mify. report number
pregnancy, amhngmdwtu.hemdmldysﬁmmm)
1. Name, sddress & phone #
NOV + 919589

Submissien of a report does not constitute an

dmi: thal medical p , user facifity,
distriduter, manufacturer or product caused or
contributad to the event.

3I500A Facsimile

3. Occupation 4. Initial reporter also
entreperito JRA . .. . -

¢ - I

e yes no mnk

2. Health professional?

Dys Dno
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C. Suspect medicationis?

Approved hy FDA un ONI1SMS

BHr repoct §

PRIUSA1999006580

UF/Oist repont ¢

FOA Use Only

2. Age at tie 1. Name (give labeled strength & mirflabeler, if known)
of event: #»s ROBAXIN (METHOCARBAMOL)
% ;
B, Sdyerso ovent ar 1muhul problem 2. Dose, frequency & route used 3.Therapy dates  (if unicown, pvccumum)
" s oral fram/o (sr best estimair)
1. D Adverse event and/or D Product problem (e.g., defects/malfunctions) ¥ 22/222/22
v -
2. Outcoemes sttributed to adverse event o "
(check all that apply) ] sisabitty — -
D il 4. Disgnosis for use  (indication) 5. Event abated after use
death congenital anomaly M
D o . S o} stopped or dose reduced
' | (mesery D required inlervention to prevent
D life-threatening permanent impairment/damage - [ Dya D no D m‘t
hospitalization - initial or prolon| other:
O prolone=t O P P ; 7 p N “DycsDnoDdocm’L
Lot & (1{ known, . Exp. dat il known
3. Dateof 4. Date of o ) w oo S
event ‘ this reglort 8. Event nq)pund after
(maday'yr) (madayfyr) reintrod
B #6 #6
S. Describe event or problem ’s Dy“ Dm docsat
9. NDC #- for product problems only (if known) 5 g apply
[ yes no 't
Oy
10. Concomitant medical products and therapy dalqs {exclude treatment of cvent)
1. Contact offics - name/address
NOV 21 1999 2 Reporsre
(check all that apply)
D {orcign
"\‘ oo rRne T s
—f“-:-. E‘!’ i\ T "rlr |‘\'G S”S:::;; D study
- [ titeratuce
D consuiner
0 e
4. Date received by manufacturer 5. professional
(merdaylyr (ANDA #
D user facility
6. Relevant testy/laboratory data, including dates IND# D company
’ 6. ICIND, protocol # PLAS representative
distributor
pre-1938 D yes D
7. Type of report . o1 D other:
(check all that appty) D yes
[ seay [ 15ay '
8. Adverse event term(s)
O ey [J periodic
O we O follow-up # e
7. Other relevant history, incledi isti dical conditions (c.g., allergies, race, 9. MIr. report number
pregnancy, mnbngandaleobolmhepmdkunldysﬁmon.uc)
O 1t
1. Name, sddress & phene # Pl ! ! .
NOV t 91399
:
Subraission of 2 report does net constitute an Z Health prof 17 3. Ocoupad * ::.;htiml;‘:;'b‘io
ission that medical d, user facility,
distributor, marufacturer or product caused or d yes D "o r—_] yes D no D uok
contributed to the event.

3500A Facsimile
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iation Sheet for FDA-3500A Form Mfr. report # : PRIUSA 1999006580

Ty

Date of this report : 11/15/99

B. Adverse event or product problem '

B.S Describe event or problem (Cont...)

confused and hallucinating. His liver function studies included: ammonia, 90 mcg/dL; LDH,
1580 1U/L; ALT, 1305 1lU/L; and AST, 2290 1U/L. He was started on lactulose. His respiratory
status declined and he was intubated and placed on a ventilator. By the third day of ’
hospitalization, his ammonia had drappetl Lo 55 mcg/dL from a peak of 117 mecg/dL and
clinicallY he was improving. He extubated himself but his respiratory status declined off
the ventilator and he was re-intubated. He completed the 18 dose course of N-acetylcysteine.
His ammonia began to incrrmuse (90 mcg/dL) and his respiratory status further declined. Chest
X-ray was consistent with Adult Respiratory Distress Syndrome. He expired on the seventh day

of hospitalizatio:.

B.6 Relevant tests/Taboratory data, including‘dats (Cont...)

Lab Result :
81.No. ‘Test date Test name Test result Normal value
1 2?2/22/93 ALANINE AMINOTRANSFERASE 1305 1u/L
(international
unit/liter)
AMMONIA 90 meg/dL
{microgram/decili-
ter)
AMMONTA 55 mcg/dL
(microgram/decili-
ter) .
(third day of hospitalization)
AMMONTIA : 117 mecg/dL
émi;:roqram/decili-
er
ASPARTATE AMINQTRANSFERASE 2290 I1U/L
. (international
unit/liter)
2 BLOOD GAS %Bimﬂll.g
s m imeter
mercury) m T:‘ %
PCO2 et ) {:}
BLOOD GAS 57 mmHg -t
(millim)eter N
mercury
PO2 : vy 21 1399
BLOOD GAS 91 % (percent) -

02 SATURATION

LACTIC DEHYDROGENASE 1580 IU/L IR
{international Rt LA SR Y o T
unit/liter) RN SRRt
PH 7.45
C. Suspect medication (Cont...)
Seq No. : 2
C.1 Suspect medication : TYLENOT W/CODEINE NO. 3(tablet) (ACETAMINOPHEN/CODEINE)
Approval information
ANDA # : 85-055
G. All manufacturers
8. Adverse event term(s)
6) STUPOR
Source of report (Literature):
Seq No. 1
Author Toby Litovitz -
Journal title 1993 Annual Report of the American Association of
Poison Control Centers National Data Collection
System ,
“ar 34
0 : 12(5S)
amber : : From 546 To 515 AOV 2 9 18G9

- title : American Journal of Emergency Medicine '



